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Listing of Claims Per 37 C.F.R. §1.121 
Claims 1-22. (canceled) 

23. (currently amended) The cranial orthosis for preventing positional 
plagiocephaly in infants as set forth in cl ai m - 2 4; claim4Q. wherein the contoured 
interior surface of the helmet appliance is dimensioned to provide overlapping 
coverage over substantially all of the occipital area of the infant's head w ft eirtiTC 
helme t is worn in the protective position. 

Claim 24. (canceled) 

25. (currently amended) The cranial orthosis for preventing positional 

plagiocephaly in infants as set forth in claim 24 ? claim 40. the molded appliance 
including interior surfaces that are contoured and conformed in shape to the surface 
curvatures of the occipital, temporal and parietal areas, respectively, of a human infant 
cranium having normal size, shape and symmetry of a healthy infant of given age and 
gender. 
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26. (currently amended) The cranial orthosis for preventing positional 

plagiocephaly in infants as set forth in claim 24, claim 40. characterized in that the 
pocket is slightly oversized relative to the head of an infant to be protected, thereby 
allowing the infant's head to turn from side-to-side without imposing binding 
engagement of the molded appli ance against the developing head area. 

27* (currently amended) The cranial orthosis for preventing positional 
plagiocephaly in infants as set forth in claim 24, claim 40, wherein the molded 
appliance is loosely fitted relative to the head of an infant to be protected, whereby 
when an infant's head is received in the protective pocket and the infant is resting on a 
sleep surface in a supine position, the contoured interior surfaces provide support for 
the areas to be protected substantially without imposing focused torque forces on the 
infant's occiput. 



28. (currently amended) The cranial orthosis for preventing positional 

plagiocephaly in infants as set forth in cl aim 24, claim 40 r wherein the protective 
cavity EQslget is sized to provide nesting engagement of the soft developing area 
against the layer covering the conformed interior surface, whereby when the infant's 
head is received in the protective pocket and the infant is resting on a sleep surface in 
a supine position, the infant's head weight forces are distributed substantially 
uniformly over the conf o rmed inliiiui sm.face covering laver that engages the soft 
developing area. 
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Claims 29-34. (canceled) 

35. (currently amended) The cranial orthosis for preventing positional 
plagiocephaly in infants as set forth in claim 24 claim 40. wherein the molded 
appliance is generally U-shaped in cross section and has bilateral symmetry. 

36. (currently amended) The cranial orthosis for preventing positional 
plagiocephaly in infants as set forth in claim 24, claim 40. wherein the molded 
appliance comprises a unitary molding formed of aplastic resin material. 

37. (currently amended) The cranial orthosis for preventing positional 
plagiocephaly in infants as set forth in claim 24, claim 40. wherein the molded 
appliance comprises a headband formed of a plastic resin material. 

38. (currently amended) The cranial orthosis for preventing positional 
plagiocephaly in infants as set forth in elaim 24, claim 40. wherein the molded 
appliance comprises a helmet formed of a plastic resin material. 

39. (canceled) 
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40- (Original) The cr anial ort hosis for preventing posi t i o nal 
plagi o ce p h ariyt n -t tfants as se t f o rth hx efatm 24, including 

A cranial orthosis for preventing a cquired plagiocephalv in infants having a 
soft developing head area to be protected, comp rising: 

a molded appliance having an interior surface that is conformed in shape to the 
surface curvature of a human infant craniu m and operahle_to_accommodate infant head 
growth: and 

two or more layers of soft, flexible material releasably disposed in overlapping 
nested relation and c o ve r ing lining the conformed interior surface of the appliance 
thereby defining a pro tective pocket for receiving an infa nt's head, the protective 
pocket being sized to provide a close* non-compressive fit about the developing head 
area to be protected, and whereby the lining layers can be removed one at a time to 
accommodate head growth. 

4 1 . (currently amended) The cranial orthosis for preventing positional 

plagiocephaly in infants as set forth in claim 40, wherein the lining layers are provided 
in different colors that correspond with different fronto-occipital circumference 
increments. 

Claim 42 . (can eel ed) 
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43. (currently amended) The method fo r p re v e n t ing pos t ural 

p lagi o c ep haly in infants as se t forth in claim 42, including tin Mips: 

A method for preventing postural plagioceohalv in a h uman infant having a 
cranium that is substantially normal in size and curvature for its age and gender, 
comprising the steps: 

providing a protective appliance in the form of a shelL headband or helmet 
having an interior surface that is operable to accommodate infant head growth and 
<?Qnt(Hire d tQ conform to the head shape of a healthy human infant of the same age and 
gender, thereby defining a pocket for receiving the head of an infant having a soft 
developing area to be protected, wherein the pocket is sized to provide a close, non- 
interfering fit about the infant's head when the appliance is worn by the infant in a 
protective position in which the con toured interior surface is disoosed in facing 
relation to the soft developing area to be protected: 

lining the interior surface of the protective headband with one or more layers of 
soft, spongy material or fabric material; 

Supporting the infant's head within the protective appliance while the infant is 
resting on a sleep surface in the su pine position: and 

removing one or more of the lining layers to accommodate growth of the 
infant's head. 
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44. (currently amended) The method for preventing postural plagiocephaly 
in infants as set forth in Uaim 42, claim 43. including the steps: 

(a) providing an inventory of the protective appliances, each of the 
appliances having a pocket conforming substantially in size and shape to the cranium 
of a healthy human infant of given age and gender, the inventory comprising a 
plurality of the protective appliances of various cavity sizes that are indexed according 
to age, gender and average fronto-occipital circumference values tabulated for the 
general infant population; 

(b) measuring the fronto-occipital circumference of the infant's head; and 

(c) selecting for the infant's treatment a protective appliance from the 
inventory that most closely matches the infant's head size, age and gender. 



Claim 45 . (canceled) 



46. (currently amended) The method for preventing postural plagiocephaly 
in infants as set forth in claim 45, claim 43. including the step: 

allowing the infant's head weight forces to spread substantially uniformly 
across the facing portion of the conformed interior surface lining that is engaged by 
the soft developing areas while the infant is in the supine position. 
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47. (currently amended) The method for preventing postural plagiocephaly 
in infants as set forth in cla i m 4 5 , claim 43. wherein the conformed interior surface 
lining forms the boundary of a protective pocket in which the infant's head is 
received, including the step of sizing the protective pocket to provide a close, non- 
interfering fit of the conformed interior surface lining adjacent to the developing head 
area. 

48. (currently amended) The method for preventing postural plagiocephaly 
in infants as set forth m claim 45 » claim 43. wherein the conformed interior surface 
liniag forms the boundary of a protective pocket in which the infant's head is received, 
including the step of sizing the protective pocket to provide nesting engagement of the 
developing head area against the conformed interior surface lining . 

49. The method for preventing postural plagiocephaly in infants as set forth 
in claim 45, claim 43. wherein the conformed interior surface lining forms the 
boundary of a protective pocket in which the infant's head is received, including the 
step of sizing the protective pocket to provide a close, non-compressive fit of the 
conformed interior surface lining about the developing head area. 
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50. (currently amended) The method for preventing postural plagiocephaly 
in infants as set forth in cla i m 45, claim 43 T wherein the conformed interior surface 
lining forms the boundary of a protective pocket in which the infant's head is received, 
including the step of sizing the protective pocket to provide a slightly oversized fit 
relative to the head of an infant to be protected whereby the orthosis can be worn 
without imposing binding engagement of the orthosis against the developing area of 
the infant's head. 
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